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Notes on Visit to Minsk (11/8-11/18, 1995)
and FO11OW-UD in Geneva (11/18-11/24/95)

Gilbert W Beebe, PhD

INTRODUCTION

This visit to Minsk had been long delayed since the previous
visit in May, pending clarification of the administration of the
BelAm project. Dr Wachholz and Dr Mincey had succeeded in getting
the Minister’of Health to accept the project as a major undertaking
of her office. She had appointed Dr Krisenko, a deputy Minister, as
Director of the BelAm Project. Dr Stozharov, director of the
Institute of Radiation Medicine, and Dr Rzheutski, director of the
Minsk National Dispensary, were appointed as his deputies for non-
clinical and clinical operations, respectively.

The visit was made in the company of Dr Jacob Robbins and Dr
A B Brill, both members of the NCI working group on the Chernobyl
thyroid studies. In Geneva, where I met Dr Wachholz, we also had

‘L Drs Arspaugh, Becker, Shore, and Van Middlesworth, other members of
the working group. Among those with whom we interacted in Minsk
were : Drs Krisenko, Stozharov, Rzheutski, Danilova, Drozd,
Astakhova, Polanskaya, Orlov, Minenko, Litvinova, Petrenko, Silich,
and Voronetsky as well as Mr Arthur Kuvshinnikov, head of the Data
Coordinating Center for the project.

The notes are organized by topic, as follows:

ESTABLISHING THE COHORT. The scientific protocol calls for a cohort
of 15,000 subjects with 1986 thyroid measurements, all those with
estimated doses of 1 Gy or more (about 5K), about 6 K with
estimated doses of 0.3 to .9 Gy, and about 4 K with estimated doses
below 0.3 Gy. We could find no plan to create the cohort despite
the pressure being put on having a pilot run of the clinical
screening examination in December, Discussion revealed dissension
between the Epi group of Dr Voronetsky and the DCC (Mr
Kuvshinnikov) , and between the Epi Group and the Minsk dosimetry
group (Dr Minenko) . A conference was arranged at which Dr Minenko
revealed his preference for having the Moscow dosimetry group,
rather than his Minsk dosimetry group, provide the computer file of
usable measurements from which the Epi group and the DCC would seek
to obtain up-to-date addresses. This position was later confirmed
by Dr Stozharov who promised to call all the parties together in
order to settle the responsibility for providing the necessary
file. Meanwhile I learned from Dr Bouville
dosimetry group had already provided Minsk with
needed to start the work of locating subjects,
consisted of 39 K, not 28 K, as we had been told.

that the Moscow
the file that was
and that the file
He also indicated
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that the Moscow group had provided all the information it had on -
these 39 K potential subjects; there was nothing more it could do.
Mr Kuvshinnikov had a copy of the file; it was in a single format
ready to be linked with registries containing addresses. He
verified the count and indicated that there were 6,200 with
estimated doses of 1 Gy or more. The file was ready to be used.

In a discussion with Dr Voronetsky and Mr Kuvshinnikov, which
appeared to be quite amicable, it was possible to outline an
acceptable strategy for obtaining the necessary addresses, as
follows: (1) The Epi group would arrange access to computer files
that the DCC would collate with the measurement file in order to
transfer address and other useful information; (2) the DCC would
perform the necessary record linkage by computer, transfer the
desired information, and begin to fill up the cohort as outlined in
the protocol; and (3) the Epi group would arrange access to manual
files where there were no computer files, solicit local help in
manual record linkage, and transfer desired information to linked
records in the measurement file, further augmenting the cohort.
Emphasis would be placed on the early selection of 2-3 K subjects
for the Minsk Dispensary to work with, once the screening
examination, the data flow, and the central lab were operational.
It was said that the computer file of the Minsk Dispensary itself
plus the WHO file of about 15 K subjects seen in the past two years
would suffice to start the routine screening operation in the Minsk -–
Dispensary within the next 2-3 months. A first trial run had been
set for December.

A memorandum (see attachment 1) was prepared for Dr Krisenko
stressing (1) the urgency of the need to start building the cohort,
(2) the availability in Minsk of the file needed to start the work,
and (3) the feasibility of a division of labor between the DCC and
the Epi group.

The probable insufficiency of the Moscow file of thyroid
measurements was clearly foreshadowed by the results of the effort
to locate the representative 500 subjects in that file (cf below) .

PILOT WORK ON THE SAMPLE 600 FROM THE MOSCOW MEASUREMENT FILE In
1994, on the basis of a memorandum prepared in cooperation with the
Minsk staff, the Minsk dosimetry group had selected 600 subjects
from the measurement file, 200 from among those with doses
estimated to exceed 1 Gy, 200 at 0.3 to 0.9 Gy, and 200 <0.3 Gy. Dr
Voronetsky had essentially completed his work by the time of the
May visit, and his results are given in attachment 2. At the Nov
visit he had not yet written up the work and felt that there was
little more he could do. He had, however, tapped the Gomel Oblast
file of the Ministry of Internal Affairs but had not been able to
obtain access to these files in the Minsk and Mogilev Oblasts. An
implication of his work was that perhaps 56 percent of the 6,200
with doses of 1 Gy or more might be located for the cohort, well ___
under the 5 K specified in Dr Shore’s calculations for the
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protocol. Dr Shore and I had drafted a proposal to revise the
protocoi by supplementing the Moscow file with part of the recently
discovered Brest file, subject to a positive evaluation of the
latter by the dosimetry groups. A copy of that proposal is
attachment 3. Dr Voronetsky, in May, had been in favor the
procedure outlined for modifying the protocol, but the draft we
prepared in August had failed to obtain his approval. In our
November talks he indicted that the Bcest file would not be
available for the BelAm project, that there were other uses for it.
(See Brest File, below) .

Dr Voronetsky provided very useful maps that are reproduced as
attachments 4 and 5: 4 gives the distribution by district of the
measurements made in 1986, and 5 the distribution by district and
city of the addresses he had located among the test sample of 600.
Those results suggested that a cohort of 15 K might not provide
more than 1, 000 subjects within easy reach of the Minsk Dispensary,
and that it was imperative to get the planned Gomel center
organized soon, certainly within 1996.

A later conversation with Dr Krisenko in Geneva suggested that
he was prepared to open doors to files unavailable to Dr
Voronetsky, files that might substantially increase the 56 percent
result Dr Voronetsky had obtained with the test sample. At that
time I emphasized to Dr Orlov, who had accompanied Dr Krisenko to
Geneva and served as his interpreter in our conversations with him,
the importance of first working the test file of 600 against any
new resources Dr Krisenko was able to provide. Also, until Dr
Voronetsky writes up his experience with the test sample it will
not be clear to us how thorough the search actually was. He did
indicate that some of the work was done for him by local
authorities, e.g. , in Gomel.

When I suggested that Dr Voronetsky solicit the help of those
located, asking for information on those not located among those
measured in the same area as those he had located, Dr Voronetsky
replied that he had already tried this but with no success. Those
located seemed not to know the whereabouts of those not located.
This may be because he located mainly people who had remained in
the area where they had been measured, while those not located had
moved away.

THE CASE-CONTROL PAPER Before leaving Rockville Dr Robbins, Dr
Waclawiw, and I had prepared, and forwarded to WHO under date of 6
November, the text of the paper for WHO. We had also prepared
transparencies for Dr Astakhova to use in her presentation. I took
this material on diskette for possible modification in Minsk
following consultation with Dr Astakhova. Dr Polanskaya kindly
arranged for Dr Robbins and myself to meet with Dr Astakhova,
herself, Dr Moshchik, and Dr A Nalivko, a co-author, in Dr

Astakhova’s new offices in Minsk (Tel 31-3346) - We discovered some
errors in names, an omission in the acknowledgement, and a
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distortion in the printing of one table for the overhead. Dr —
Astakhova also asked for one new table. Most important was Dr
Orlov’s introduction of a report by Drs Ivanov, Tsyb et al on a
case-control study of 17 cases of thyroid cancer and 107 controls
in Russia. They had individual doses and seemed able to show a
significant relation between cancer status and dose. We were able
to include this in the discussion section of the paper and to add
it to the list of references. With the diskettes available for the
text and the transparencies, it was possible to make the necessary
changes and to provide Dr Astakhova with a corrected text (14
November) and a diskette for WHO, as well as the transparencies
needed for her presentation. Told she had only 10 minutes for each
of two papers to be presented in “parallel sessions” outside of the
main session, she elected to take 25 minutes for both for a
presentation in a main session, where she did well enough, even
though she had to hurry through the material more rapidly than one
would have liked. There was only one question, apparently related
to her second paper.

THE DATA COORDINATING CENTER We found the office of the DCC crowded
with new furniture and equipment partly intended for the Project
Office across the hall, still under preparation. I found the DCC
office pleasant and functional. It is a good corner room. There is
a long table suitable for perhaps 16 people where Dr Krisenko
presently holds weekly staff meetings. Mt Kuvshinnikov is very much –
in command, although organizationally he is under Dr Voronetsky and
perhaps will be until the DCC has enough personnel (perhaps 7) to
stand alone as a unit. Mt Kuvshinnikov has one assistant, Nadia,
and Dr Mincey also uses the DCC as his office. There are 3 PC’s set
up, a printer serving all of them, facilities for copying and for
sending messages by FAX. The copier lacks a sorter and must be fed
in single sheets or in book mode. Much of the communication
centered here is by e-mail. We were told that the $4OO provided for
e-mail expenses by LLNL in September was almost exhausted and that
the fund could be replenished only by LLNL personnel bringing more
cash, perhaps in March when Sheila was expected, unless Dr Anspaugh
could be in Minsk sooner.

Mr Kuvshinnikov had prepared a flow chart of the procedural
steps, and a copy of this is attachment 6. I thought it would be
well to add linkages with the Chernobyl Registry and the Cancer
Registry for ongoing efforts to locate subjects who moved and to
check on the completeness of ascertainment of thyroid cancer.

We early found Dr Voronetsky desirous of a major, perhaps
exclusive, role in the creation of the cohort, but the discussion
already referred to above appeared t’o satisfy him as to the
necessity for a division of labor between Epi and the DCC. He said
he had felt left out of the discussions with Dr Mitchell when the
latter was in Minsk in August.

In staff meetings and in a review session at the Minsk
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Dispensary, Mr Kuvshinnikov demonstrated that he had the best
understanding of the screening process as well as the data flow,

and was very articulate and precise. He is perhaps the most
valuable single member of the project staff. His relation with Dr
Mincey seems quite easy and effective. He seems quite dedicated to

the project and to work very hard at it. With his knowledge and
equipment, and his friendly nature, however, his aid is solicited

by all and sundry for manifold tasks, many of which do not relate

to the BelAm project. Dr Mincey commented on this and thought he
could do something about it.

Dr Robbins raised the issue of data analysis as a possible
function of the DCC. This will need serious consideration soon. My
first thought was to train a staff member in both epi and
statistics to perform functions in both areas, but its feasibility
rests on the availability of a suitable trainee and money for
project salaries.

DR KRISENKO’S STAFF MEETINGS There were two while we were in
Minsk, both devoted mainly co preparations for a pilot run of the
screening program in the Minsk Dispensary during December. These
were held in the DCC and attended by Dr Rzheutski (one), Dr

Stozharov (one) , Dr Orlov, Dr Drozdr Dr DanilovaJ Mr KushinnikovI
Dr Petrenko, Dr Litvinova (endocrinologist at the Dispensary) , Dr

‘+ Silich, Dr Voronetsky, Dr Minenko, Dr Mincey, and Mr Sviatelik, as
well as the US visitors. Each element of the screening program was
reviewed with those responsible and preparations for the pilot run
discussed in terms of preparedness. Dr Krisenko seemed satisfied
that the pilot run could be made in the period 11-15 December, but
Dr Mincey, better acquainted with the details and their

significance, said privateiy that it probably would be January
before the run could be made. Subjects of the cohort would not be
involved, but patients at the Dispensary available 11-15 December
would be pressed into service. The interview would not be ready,
nor would the DCC have the r.ecessary software for a full operation.
But all clinical and lab work would be done, and the study forms
would be filled in.

The Toshiba US machine arrived while we were in Minsk, and Dr
Brill brought some new software related to its use . Mr

Kuvshinnikov, who was trained in electronics in the Soviet Army,
proved adept at installing che new software with Dr Brill’s help.

Dr Drozd had some problems with the US form that led to

discussions with Dr Brill and some revisions in the form.

We discussed certification briefly
that the idea seemed to be acceptable
Krisenko.

Arrangements were made to introduce
who might work on the design and testing

and I was pleased to see
to the staff and to Dr

a professor of psychology
of the initial interview.



6

Dr Krisenko had evidently taken a hand in this. Dr Minenko made it --
clear that he was in no position to provide personnel as
interviewers .

In the second staff meeting on 15 November Dr Krisenko again
reviewed preparations for the pilot screening with each staff
member. Although problems were cited, e.g., bar-code labels were
not ready, several forms were being changed, and some further
training was needed, Dr Krisenko decided to keep the pressure on
and retained the 11-15 December dates; there was no objection. Hope
was expressed that Dr Robbins ~ould be present and he, in turn,
indicated that it might be possible.

It was during the above discussion that Dr Drozd mentioned
that referrals to the Clinic for diagnosis might run about 4
percent, an important number that needs to be established from the
first thousand or so of the screenees.

Dr Krisenko noted that we should be ready with cohort subjects
after the pilot run and asked whose job it was to establish the
cohort . Unfortunately the subject was not pressed at that time.

D Krisenko’s objective is to meet every Thursday.

ORGANIZAT ION A very preliminary organization chart is attachment _
7. It merely lists the various groups that have been recognized and
their leaders. We were pleased to learn that Dr Danilova, a lady
with a pleasant personality and whose English is excellent, would
be the senior and supervising endocrinologist, and Dr Drozd her
counterpart for US, although both are attached to the
Aksakovtchina. Presumably they would also be responsible for
handling referrals from screening sent there for diagnostic work-
‘Jp. Their authority would extend to Gomel and to certification. Dr
Canilova mentioned that she was prepared to go there for as long as
LWO weeks at a time. She is already a consultant to the Minsk
Dispensary.

In discussions at the Minsk Dispensary we learned that there
ir,ightbe an occasional subject who should have an immediate biopsy,
for which the Dispensary is equipped. Dr Danilova would perform the
biopsy there. Referral might then take place to Dr Demidchik
without the subject ever being seen at the Clinic. There might be

a problem with the paperwork in such circumstances unless special
care was taken.

We received warnings, hard to evaluate, that Dr Stozharov
right not be an effective leader of the non-clinical teams under
his control .

YWUAL AND FORMS We brought copies of the latest (3 November) draft
of the Manual prepared by Westat. In the first staff meeting I _
suggested to Dr Krisenko that an effort be made to update the
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Russian translation of the Manual and that Dr Orlov be given this
important responsibility on a continuing basis. In a private

conversation Dr Orlov indicated that he was willing to do this, but
by departure time we had not heard that the assignment had been
made.

Dr Robbins provided some changes in text and in forms that

will be sent to Minsk and to Westat. Dr B]’ill and Dr Drozd revised

the US form. DR Mincey was re-working the laboratory forms.

All the evidence indicated that the Manual was well received
by the staff and that changes would be made as experience dictated.
Gome 1 representatives visiting Minsk received copies of the

protocol and the 1994 version of the Marual in Russian.

There may be more fine-tuning of the indications for biopsy,
as Dr Drozd reminded us that the US examination would find apparent
nodules that could not be palpated. Dr Drozd wants more explicit

provision for measuring gland volume and for recording this
information on the US form. She was also concerned that the US

examiner have available any information he would need ‘or
recommending referral (a function of the endocrinologist after

consultation with the US specialist) .

The most significant problem encountered with the Manual and
the form revolved around (1) notification of the family as to the
results of screening, and (2) the need for a final summary that
would include information on the final diagnostic workup and any
surgery and tissue diagnosis after the screening had been

accomplished. We finally settled on a final screening report plus
a final diagnostic report . This involves changes in the

endocrinologist’s preliminary and final screening forms plus the
development of 2 new forms recording the results of the FNA and any

pathology information following surgery. Parathyroid- pathology

should also be provided for.

It was agreed that the diagrams of the gland on the US and

palpation forms should be better coordinated, and that better
provision should be made for attaching thermal prints to the US
form and perhaps the endocrinologist’ s final screening report.

We visualized a screening report for the family that would

lack any explicit suggestion of cancer.

We discussed the need for instructions on the forms, simple
things like their routing as well as definitions, etc . We merely

acknowledged the need for such instructions without drafting any at
that time.

In Geneva I learned that Dr Tronko had taken up with Dr
Krisenko the question of access to the EelAm study forms for the

thyroid study. This should have paved the way for their transmittal
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to Kiev.

THE INITIAL INTERVIEW Negotiations are under way with Professor
Sekun, a psychologist in the Institute of Sociology of the Academy
of Science. to develop, test, and teach the use of, an appropriate
initial interview. He is chief of a Scientific Program on the
Social and Psychological Rehabilitation of Chernobyl victims, and
chief of a department in his Institute, an experienced investigator
using interview techniques. He had not been well briefed on our
task and rocked with laughter on learning that we mainly wanted a
nutritional history for the first few weeks after the accident. He
was skeptical of one’s ability to obtain reliable histories and
inclined toward a research approach before attempting to design an
interview. He seemed interested and competent to us. Can Dr
Krisenko afford him?

GOMEL Soon after arri’~al we were told that arrangements had been
made for an endocrinologist and an ultrasonographer in Gomel to
visit the Minsk National Dispensary for three days of consultation.
We waited most of the first day before learning of a train accident
that had delayed them. The waiting time was well used, however, in
reviewing the steps in the screening examination and our state of
readiness, with Mr Kuvshinnikov providing the structure for the
discussion.

—

We learned that the director of the Gomel dispensary had died
very recently from complications of medullary thyroid cancer
operated on two years before.

As noted above, it is clear that steps must be taken promptly
to establish a center in Gomel. The representatives from Gomel were
said to be amenable to the procedures of the study. I did not. meet
with them. We were told that Minsk would control Gomel through Dr
Rzheutski administratively, with Drs Danilova and Drozd supervising
endocrinology and ultrasound. The central laboratory in Minsk would
receive blood and urine specimens from Gomel, and Gomel would
follow the procedures established by the DCC. Referrals would be to
Aksakovtchina. While Minsk is a national dispensary, Gomel is an
oblast dispensary.

FINANCIAL SUPPORT OF THE BELAM PROJECT Dr Stozharov informed us
that the Ministry of Chernobyl had provided some funds for the
BelAm project in 1995, but that the Deputy Minister, in a statement
to the press, had indicated that such support would be less, or
zero, in 1996. Dr Voronetsky complained that Dr Stozharov could not
get an understanding on money from the Ministry of Health.

Dr Robbins and I spent some time trying to put together the
basis for a proposal (from Belarus) to LLNL for salary support. The
guidelines for us called for:

(1) Breaking Up the work of the project into discrete —
tasks
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(2) Detailing the work to be performed under each task
(3) Estimating the personnel requirements for each task
(4) Indicating what personnel, or what units, would be

involved in each task

We prepared the attached list (attachment 8) for Dr Mincey who

modified and extended it as a document for Dr Wachholz. Both
documents were used in discussions with Dr Krisenko in Geneva, and
I spent some time with Dr Orlov explaining the LLNL contracting
process as I understood it.

It remains to be seen whether DOE or LLNL will actually
negotiate the necessary contract(s) , and how soon negotiations can
start . Dr Anspaugh informed us in Geneva that LLNL could not
contract with the Ministry of Health but could with its Institute
of Radiation Medicine and the Minsk National Dispensary. He thought
DOE Hq could write a contract with the Ministry but this might take
ionger than would be the case if LLNL wrote the contracts.

In Minsk I again had the feeling that US financial support was
needed soon if the project was not to collapse. It is unfortunate
that we seem to have no mechanism for providing “start-up” money,
and that Belarus can be paid only on the basis of work already
accomplished.

Dr Krisenko had a private meet,ing with Mr Hawkins and Dr
Gallin of DOE that none of the NCI group attended. This was planned
as an effort to avoid any misunderstanding that might come from Mr
Hawkins’ address a few hours later. Some aspects of that talk could
be taken to imply that DOE would not be in a position to provide
full funding for the project.

THE BREST FILE As reported earlier, Dr Voronetsky had obtained the
original notebooks on the extensive direct thyroid measurements in
3rest, and in May discussed the use of this file to supplement the
Moscow file in creating the cohort for the BelAm project. Some part
of this file (kept in the safe in his office) had been made
available to dosimetrists in MOSCOW and Minsk. It was said that
their evaluations differed, and that their dose estimates differed
by a factor of three.

My understanding from Dr Bouville is that, in September, all
three dosimetry groups asked Dr Voronetsky for access to the
notebooks for more serious study but that, thus far, this request
had not been granted. He also indicated that the evaluation made by
the dosimetry groups had been too preliminary to warrant a decision
on the acceptability of the Brest file for the BelAm project.

Dr Robbins and I had three conversations with Dr Voronetsky
about the Brest file. In brief: (1) he first indicated that we
could not use the Brest file for the BelAm project: (2) he next

said that he and Dr Stozharov had changed their minds and that the
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Brest file cold be used in the Belam Project, and he proposed an ----
innovative approach that would require an extensive change in the
protocol; and (3) in his last conversation he reverted to his
original position, which he said he shared with Dr Stozharov.

Dr Voronetsky has a 2,500 person cohort under study in Brest,
with two-year funding from the Ministry of Chernobyl. I mentioned
to him the possibility of a dual use of the Brest subjects in his
study and in the BelAm project, with sharing of screening and
diagnostic information on subjects common to both projects and
provision of dose information for his purposes. He did not seem
impressed.

Dr Voronetsky’s idea, proposed in the second meeting on the
Brest file, consisted of the following:

Minsk: Keep the central lab and eliminate all clinical screening

Gomel : Establish one team for screening in the dispensary most of
the year; in the summers it could operate as a mobile team.

Brest : Establish two fixed screening centers in hospitals in
eastern Brest.

This plan was given in confidence with the understanding that it _
would be shared with the US side only, a condition we accepted and
respected. We told him it was a creative idea and urged him to
write it up ; he said he would do SO by 15 December. The
justification for the plan seemed to be:

(1) His work with the 600 test sample suggests that Minsk is not an
efficient center, that effort must be concentrated in Gomel;
(2) He can locate only 56 percent of subjects in the Moscow file
(3) The MOSCOW file is too small in light of (2)
(4) The Brest subjects can be located at a high rate; and
(5) As between extending the Moscow file with subjects with
passport doses, and supplementing it with the Brest file, the
latter would be far superior.

Dr Voronetsky claimed to have talked with the physician in charge
of the Stolin district and to have found him interested and
believing in its feasibility.

In one of our conversations Dr Voronetsky expressed his
extreme displeasure with the Minsk dosimetry group on the basis of
a recent approach by Dr Drozdovich for information on the Brest
file to be included in a paper the dosimetry groups were presenting
shortly at a meeting in Germany. He called the approach unethical
and was very emotional about it. I offered to discuss the subject
with Dr Drozdovich and he accepted the suggestion. Nothing came of
this, however, as Dr Drozdovich indicated that Dr Voronetsky’s name ~
had been put on the paper already, and that it would not be
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possible to raise the money for him to attend the meeting in
Germany, the registration fee alone being 700 DM.

IN UTERO SUBJECTS The BelAm protocol calls for inclusion of the
in utero exposed whose mothers had direct thyroid measurements in
1986. There are other interests in this material. The WHO has a
study of neurological effects of the accident, and Dr Voronetsky
described a sample of 1,800 created by professor Karanov of the
Medical Institute for Psychiatry who is working with the WHO group.
Dr Voronetsky himself has a sample of 416 in utero exposed from the
Stolin district in Brest, 85 percent of whom have been located. In
my discussion with Dr Okeanov (see below) I was satisfied that we
could put together a much larger sample of mothers of children born
in the months after Chernobyl, a sample that could be collated with
the measurement file. How many would have had measurements remains
to be seen. Dr Voronetsky guessed that 5-7 percent of the WHO file
from Mogilev and Gomel might have had measurements.

COMMUNICATION WITH THE BELAM STAFF During the first staff meeting
I asked Dr Krisenko abut channels of communication between members
of the US working group and the project staff. I told him we had
been communicating directly but copying Dr Stozharov. He did not
elaborate but merely said, in effect “Keep it up{’, by which I
assume that we should copy Dr Rzheutski when writing to his staff.
I doubt that Dr Krisenko will want to see cc of everything.

DR MINCEY I found Dr Mincey impressively knowledgeable and in
excellent rapport with all but Dr Stozharov. He seems especially
close to ,Mr Kuvshinnikov. He kindly took us to the opera twice
(Carmen and Madame Butterfly) and to his comfortable rented
apartment . He said he was on board until 19 December, after which
his participation had not been arranged. This disturbed me and I
took the matter up with Dr Wachholz who was reassuring after he had
talked with Dr Mincey. Dr Mincey obviously knows well how to live
off the iocal economy and introduced us to a couple of stores where
he purchases food. He projected energy, great interest in the
project, and influence on the staff. I can’t imagine how we would
do without him or some one like him, for long. Dr Polanskaya spoke
well of him.

It was obvious that Dr Mincey was in need of a petty cash
account . On at least two occasions he provided an interpreter, a
professor in the language institute in Minsk.

PROTOCOL CHANGES We need to have the advisory group established
soon as we are likely to face requests to change the protocol once
the work gets started, especially in light of the difficulties we
face in locating subjects and the possibility of using the Brest
material . Dr Mincey mentioned a change in the Manual that might

involve a change in the protocol but its precise nature does not
appear in my notes. Dr Rzheutski was asking for changes in the
consent form at one point, expressing concern that it did not
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reflect the duration of the project or the fact that treatment -
would be provided if indicated. When I mentioned the bureaucratic
complexity involved in changing the form he settled on the idea of
mentioning treatment in the letter of invitation to be signed by
the Minister (or Dr Krisenko?) .

DR OKEANOV I made a courtesy call to Dr Okeanov whom I had been
unable to visit in May. To my surprise, having been informed in
1991 that there were but 15 K clean-up workers in Belarus, he
informed me that he had a study with the EC of 45 K clean-up
workers with service in 1986-87. He is looking at all forms of
cancer and believes he is finding excess leukemia, thyroid cancer,
and cancer of urinary organs. He reported on this work in Geneva.
The excess leukemia was seen in clean-up workers who had spent
considerable time within the 30-km zone. I found the presentation
in Geneva disappointing in that it lacked evidence of a critical
examination of alternatives to the radiation etiology, and of
diagnostic validity. Dr Cardis said she had felt it necessary to
revise completely her joint EC paper with him.

Dr Okeanov is making quarterly reports on the Chernobyl and
cancer registries. I asked that he put me on his mailing list and
promised to send him copies of papers from NCI.

In discussing our in utero problem Dr Okeanov said there was --
a maternity hospital in each district and that we should have no
trouble putting together a large sample of mothers of children born
in the months after the accident, some of whom would have had
direcc thyroid measurements in 1986. Unfortunately I failed to ask
how long the appropriate records were kept. At the oblast level
there is no ID information, only numbers.

Dr Okeanov said he was still interested in working with Dr Tom
Mason of the University of South Florida on mapping but had had no
word of the fate of the Belarussian application to the’ US State
Department for funding scientific projects. I promised to call Dr
Mason and discuss the situation with him. Meanwhile he had obtained
the software developed by the Sakarov Institute that Dr Robbins and
I had seen in our visit to the Institute last May.

Dr Okeanov said he was the primary source of information on
cancer, that Dr Averkin received copies from him. I explained that
I had misunderstood this and in my meeting with Dr Averkin and Dr
Korotkevich, Director of the Oncology Institute, I had assumed that
the Oncology Institute was the primary source and, therefore,
better equipped to join the set of cancer registries the NCI
invited to participate in an occasional study. I apologized if it
appeared that I had approached the wrong group. It may still be the
case that the Oncology Institute has more direct access to the
underlying medical record in the oncology dispensaries.

-
VISIT TO THE ONCOLOGY INSTITUTE I had also made a courtesy call at
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the Oncology Institute, this time in the company of Dr Voronetsky.
I had two purposes in mind: (1) to suggest to Dr Averkin that he
publish information on the thyroid cancer incidence of children
born after the accident; and (2) to explain the possiobfility of
submitting a proposal to NCI to join the circle cancer

registries in the MAO/RFP program. I suggested that Dr Averkin

might like to talk with Dr Timo Hakulinen of Finland and Dr Hans
Storm of Denmark, both of whom are participants in the program. I
promised to send some descriptive material. They showed no great
interest in the idea but said they would be happy to review
whatever I might send.

Dr Averkin indicated that the Institute had an agreement with
Dr Abelin of Switzerland covering epidemiologic work
of cancer, not just thyroid cancer. To date, however,
cancer had been the subject of collaboration.

HIGHLIGHTS OF THE VISIT TO MINSK

(I) Clarification of the responsibility for building

on all forms
only thyroid

the cohort
(2) Learning of the urgency for establishing the screening center
in Gomel
(3) putting the finishing touches on the case-control paper for the
WHO meetinq, and learning of the published case-control study in
the RF by ~vanov, Tsyb, et ai.
(4) Seeing the DCC set up and in operation
a project office across

and the preparations for
the hall on the 6th floor

(5) Attending Dr Krisenko’s brief staff meetings and learning of
preparations for a pilot run of screening in December at the Minsk
Dispensary
(6) Learning of the assigned roles of Drs Danilova and Drozd

(7) Improvements in the design of several critical study forms by
Dr Robbins and Dr Danilova, and by Dr Brill and Dr Drozd
(8) The installation by Dr grill and Mr Kuvshinnikov of special
software (?and hardware) for managing the US data

(9) Discussion of the initial interview with an impressive
professional from the Institute of Sociology of the Academy of
Gcience
(10) Beginning the development of tasks and subtasks for contracts
expected to provide local assistance to the personnel of he project

(11) Learning of the attitudes of Drs Stozharov and Voronetsky
toward the use of the Brest measurement in the BelAm project
(12) Seeing Dr Mincey in operation
(13) Understanding the need for the early appointment of the
Oversight Group

Attachments (8)



16 November, 1995

Memorandum for Dr Krisenko

Subject: Selection of Beti Cohort

The present situation is critical because:
(1) Only 600 potential cohort subjects have been pulled fi-om the

measurement fiIe, and O~Y half of these have current addresses. b
addition, it appears thatnearly all of these 600 live fir away from the
Minsk dispensary(Gomel Oblast).

(2) Creation of a significant number of potential cohort subjects,

. say, 2,000-3,000, with wtich to start the main screening effo~ wiil take
time.

(5) We are on the verge of a-pilot run in the dispensary that will
create a momentum 100king toward initiation of the regular screening
operation that we hope Will be continuous, once started.

(4) There was uncertainty here as to the responsibility for the f~st

step to create the cohort, i.e., to mobilize the information in the
measurement file needed to begin locating potentiai subjects for the
cohort. Dr Stozharov seemedto be in a position to facilitate the decision
as to responsibility, ~d agreed to call a meeting of the Moscow and
Minsk groups to se~le tie matter. Later, I learned horn Dr Bouville that

he believed all the information in Moscow had been placed on diskette

and providecito both tie ~insk dosimettry group and the DCC. lfthisis

correc~.itmeans that we are ready to start now, in the Epidemiology
group and the DCC, 10 establish current addresses in or~er to
screening.

(5) The measurement file of about 39,000 (not 28.000)

measurements on cti~dren under 18 in 1986 seems now to be

be-gin

good
available

for the address search ~d for updating with new address inforrna~ionand

with other availableinformation thatwillbe usefulto the project

@aren[al names, identifyingnumbers, existingth%Toid dia~oses, etc).

The responsible grOUpS here will, however, nee~ your intiuence in order
to ob[ainaccess to medical and other filesthatare expected to contain

currentaddress information. Only some of these willbe computer files.

The projectmay also Want to callon other organizationsfor servicesin _

matching theirfilesto the BelAm cohort,and requests for such assistance

rniu&twell requireyour authority.An example would be the filesof the
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Ministry of Internal Affairs.
(6) On the basis of discussions today, I beIieve a concrete pkm to

obtain the adtiesses needed for the cohort will be prepared soon by Dr
Voronetsky and Mr Kuvstikov. Dr Voronetky has essentially
completed a preliminv survey of 600 represmtative names drawn horn
the measurement file a year or more ago, and his experience can be used
k planning ~ efficient s~ategy to obta~ addresses from the file of
39,000.
Incidentally, m Kuvs~kov finds that the measurement file of 39,OOO
here breaks do~ into approximately :22,000 under 0.3 Gy, 11,000
between 0.3 ~d 1 GY, and 6,000 over 1 Gy.

Thank you

Gilbert W.

for your” attention to this matter.

Beebe PhD
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August 19, 1995

SCIENTIFIC PROTOCOL FOR THE STUDY OF THYROID CANCER
AND OTHER THYROID DISEASE IN BELP-RUS

FOLLOWING THE CHERNOBYL ACCIDENT

PROPOSAL TO MODIFY SAMPLING PIAM

Introduction As operational planning began it became known that

the measurement file on which the sampling plan was based
(section 3.2) lacked specific addresses and, in manY instances~

coT,nlete names and birth dates. It seemed essential? therefore?

tha~ an exploratory effort be made tc examine the feasibility of
~,ccatlng individuals in the measurement Clle. 1- representative

sanple of 600 names was drawn from the fiie fox those 0-18 at the

tine of the accident, and a determined effort made to locate

ty.~m. The result of that effort, brisfly described below,
i~aicated thatl starting with names in-.. the measurement file, it

wcuid be difficult to locate more than about 70 percent of the

pccential subjects. While the pilot was in progress, it waS

:~arned that there was a second measure-mep.t file of about 25,000-.
children whose measurements had been made in the Bzest oblast,
~F.athat many of the measurements were consistent with thyroid

ccses of one Gy or more.

Since the sampling plan ci the procccol mace use of
~::ferent sampling ratios for those with presumptive doses of O-
.:5, Q .3- ,99, and 1 or more Gy, ~cO ~am,es Wer= se~e~~ed at random

xichin each of these dose groups fcr a total of 600. These names
-~ere then taken to a variety of file sources for identification

~nd address information (table 1) . (We need here a brief

inscription of the individual sources listed in the table) “ The
cable shows not only the number found in each file, but also the

ye~ationship of one file to another. For example, of the 137

itientified in oblast files, 42 were also found in the other

:iles, principally the central Chezncbyl Registry. of the 149
:cund in the Chernobyl Registry, 93 weze found in ether files.

A study cohort representing only 70 percent of the 1986
neasurernent file would not permit strong statements to be made
about its thyroid experience in the interval 1986-1996 or
‘fi-:heneverthe clinical examinations begin. A possible alternative
co taking the measurement file tc each manual file in a record
room is, of course, to start with the source file and map it into

.-——
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the measurement file. In some instances this may be the easier 3
pattern of file-searching. Whether one maps the, measurement file

into the source file or vice versa, of course, does not affect

the ultimate matching rate, the expected 70 percent, or confer

any advantage as to the credibility of inferences that may be

drawn about risk in the pre-project period. If the source file

automated, of coursel as are the Chernobyl Registry and a few

other files~ direct computer matching is in order.

is

The Brest files have been under investigation in the

Institute of Radiation Medicine and the In~tit~te of Biophysics

in Moscow. The preliminary indications are Chat some of this

file, at least{ may be useful and thus provide a larger pool of

high-dose subjects to choose from.

—2-

PROPOSAL In view of the possibility that ncc al: the hoped-for
5,ooO subjects with doses of 1 GY or more can be located, it is

proposed that the sampling criteria be changed to accept into the
cohort all available children with doses ever 0.5 GY. The
objective of 4,000 with doses ur.aer0.3 Gy would be retained, and
the balance of the 15,000 WOuld be the 0.3-.49 category.

It is further proposed that the Brest file, or whateve—r
porticr.of it proves acceptable to the dcsimetrists n Moscow and

Kiev, be given the same status as the MOSCOW measurement filef

#Ji{ ?._.:.f’::1 use of those with presumptive ccses C: 0.5 or more GY/
and prcgortionate use of those in the two iow’e: dose intervals.

If accepted, t:netwc :aregoi-nc~ropcsals would
.ially change the research protoccl-apprcved in May, 1994.mate?-

In addition to the source files used for the pilot
investigation of the 600 names ~n the P!cscow measurement filet it
is prcposed that negotiations ‘beentered into with the Ministry
of lr-~erP-alaffairs to identif-,J and lccate older members of the
two neascrement files, those :hat would !--avea:tainea age 18 or
oldec since the Chernobyl accitientand, +inere:cre, have received
passpc:t numbers.

Whether each manual source file is xappea into the
measuze!nent file, or vice versa, it shocld be possible to retair.
a record of all the files in w’nichthe s’ubjecz was found andl
more important, to capture the earliesr date en which the sublet

came under observation by that source. e.g., as an



addition to the Chernobyl Registry. This information- may be

‘b useful in studying the pre-project period, 1986-1996.

IMPLICATIONS P.VD UNPJ2SOLVED ISSUES The potential availability of

the Brest file makes it possible to re-consider the sample-size

restraint impcsed b:ithe protocol adopted in 1994, lS,OOO: If it

should be shown that a sample size greater than 15,000, with

greater power to detect cancer and other thyroid diseasel could
be assembled, then it would be possible to re-open the question

of total sampie size. At this time, hokever, the question should

be held in abeyance as being hypothetical.

As noted above, the pilot work on the sample of 600

indicates that we can expect only’ about 70 perce~lt to be
available. This es..-<,matemay change if the passport files of tb.e

“--’lshould become accessible and proveMinistry of Chernc.J
fruitful, and if i: proves very much easier to locate subjects on

the Brest file of R.sasurenents than those on the Moscow file. But

it is unlikei:; th=: the identification and address iocation ofi
subjects in Cfiese ~iles will approach the point at which we can

feei confiderLc of having unbiased estimates of risk in the pre-

project pericti. We can expect to have unbiased estimates of risk

in the prospective period initiated by the beginning of the
project, however.

Table 1 Results :f SearchirLg 600

WHO 20 1

Dispensary “, 8;
~

Regions 1

1

137

Sample Names in Various Source

Source
Regions Okeanov Phones DB

1=-.
56

41
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phones DB 2
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Letters
23

Numbers printed
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Note :
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Notes on Tasks and Sub-tasks

1) ManagernentiAdministration
Project Director, plus staff
Interpreter, exec secy, driver, Atistiator
Subtasks:

To administer the project .
Travel, meetings, etc
Personnel management
Supply and equipment
Space and communication
Transportation
Repoiting to Ministry, to Adviso~ Group
Contractual obligations
Qualiw control
Arm&e tests of various screening modules, etc
Arrange start of first formal screening cycle
Establish reporting system for operations of all kinds

~) Estabfish the Cohort as Defined in protocol

Prepare a single file of the measurements made in 1986
Uniform format
Containing all available information useful in locating the
subject
Delete any with measurements considered useless, duplicates,
etc

Acquire access to machinable files for record linkage
Develop matching criteria for each such machinable file
Match each such file to the si&le file of measurements (the “file”)

Update the file with resuh of match
Copy from borrowed file any information needed to locate
subject or any essential medical tionnation (define “essential
information”)

Copy good matches for the “COhORI’

Acquire access to potentially usefid non-machinable files
Estimate usefulness of each by testing small representative sample
Develop matching procedures
Per-form the match and repeat operations as above
Plan and carry out other types of address searches not covered by
file searches


